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 Regional Legal Experiences in 
Biotechnology in the European Union 
Towards harmonized regulations to face global 
challenges. 
Claudia Colmenarez Ortiz 
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Global Challenges in Agriculture 
 
          By 2050 the world population will reach 9.1 
billion, 34 % percent higher than today. (Nearly all 
        of this growth is forecast to take place in the 
developing countries.) 
         
         In order to feed this population, food production  
must increase by 70 percent, and the agricultural 
production of feed and biomass also has to increase 
drastically on the same area of land. 
           
           
3 
10th Annual Colloquium of the IUCN Academy of Environmental Law – Baltimore  2012 – 
Claudia Colmenarez, PhD Candidate, Faculty of Law, Ghent University 
 
Global Challenges in Agriculture 
 
          
         
 
 
 
 
                   
           
70% more food in the 
same area of land 
 
Adapting to  
climate change 
better use of water 
less dependent on     
   pesticides and fertilisers 
 
FAO :SUSTAINABLE 
INTENSIFICATION 
 
 
 
Source FAO 
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Agenda 21 Chapter 16 
 
Agenda 21, Chapter 16, Environmentally Sound 
Management of Biotechnology 
 
  It has been as recognized repeatedly since the Earth Summit  
  in 1992:  
 
 “no single technology can solve those complex challenges by 
itself, but modern biotechnology, in conjunction with 
conventional breeding, can contribute significantly to 
solving them” 
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Genetic Modification 
  
 Traditional 
plant breeding 
x 
“elite” 
variety 
Related  
variety 
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Why do Governments regulate biotechnology? 
 
 
 
 Maximize the benefits for society 
 
 Minimize risks for human health and the 
environment 
 
 Address public concern 
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2.-EU Regulatory Framework for GMOs 
 
  Experiences with GM crops in the EU 
Within the EU only two types genetically modified (GM) 
crops are currently approved for cultivation:  
              GM insect resistant maize 
              GM potato with a changed starch composition 
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2.-EU Regulatory Framework for GMOs 
 
  Directives    -    2009/41 on contained use of GMMs  
 -    2001/18/EC on the deliberate release in to the environment   
               of  GMOs 
Regulations 
 -   1829/2003 on genetically modified food and feed 
 -   1830/2003 on labeling and traceability of GMOs 
 -   1946/2003 on the transboundary movements of GMOs 
 
Complemented by technical guidelines 
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3.- Cultivation of GMOs in the EU 
PLACING A GMO on the market: 
Approval for placing on the market is done collectively, scientific 
assessment of the risks to human health and the environment. 
Commission  EFSA Regulatory Committee  Commission 
                                        Commission Council  
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1) Safeguard Clause : Directive 2001/18 EC  on the deliberate release 
into the environment of GMO’s 
-      Art 23. The Safeguard Clause  
    
              MS can ban or restrict GMO, after product has been approved  
              Raises safeguard clause based on: 
 
                Risk to Human Health/Environment as a result of new             
                    or additional information on the basis of new or       
                    additional scientific evidence. 
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2.- General Prohibitions of GM seeds. 
 
 Case C-165/08 Republic of Poland v Commission of the European 
Communities [2009] ECR I-6843 
 
 
“…Declares that, by prohibiting the free circulation of genetically 
modified seed varieties and the inclusion of genetically modified 
varieties in the national catalogue of varieties, the Republic of Poland 
has failed to fulfill its obligations under Articles 22 and 23 of 
Directive 2001/18/EC of the European Parliament and of the Council..” 
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4.- Proposals to improve implementation 
 
 Legal framework is not functioning as intended because: 
 
1.- The procedures routinely the legal timelines are exceeded.  
 
2.- The cultivation of one or both of the EU approved GM crops is 
banned without scientifically sound justification. 
 
   At the same time, the EU imports every year are the equivalent of 
over 15 million ha of GM crops to feed its livestock sector, 
resulting in a distortion of competition 
 
 
 
13 
10th Annual Colloquium of the IUCN Academy of Environmental Law – Baltimore  2012 – 
Claudia Colmenarez, PhD Candidate, Faculty of Law, Ghent University 
4.- Proposals to improve implementation 
a) Proposal on the possibility for Member States to decide on the 
cultivation of GMO’s after they are approved for cultivation in 
the EU 
  
       Article 26 of 2001/18 Directive and Recommendation   
           2003/556/EC (coexistence)  
       The new Recommendation further refers to the possibility for 
Member States to restrict GMO cultivation from large areas of their 
territory to avoid the unintended presence of GMOs on 
conventional and organic crops. 
 
        Taking into account their regional and national specificities and 
the particular local needs of organic, conventional and other types 
of crops. 
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4.-Proposals to improve implementation 
 
An explicit legal base to authorize Member States to restrict or 
prohibit the cultivation of all or particular authorized GMO in part or all 
of their territories on the basis of their specific conditions. 
 
How?  Amendment of directive 2001/18 new Article 26b 
 
These National measures will have to be in conformity with 
           a) EU Treaties 
           b) EU International obligations WTO. 
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4.-Proposals to improve implementation 
 B) Proposal on Transformation of EFSA guidance into a 
Regulation. 
 
 The responsibility for the scientific assessment is assigned to 
the European Food Safety Authority (EFSA), and to the scientific 
authorities of the Member States. 
 
 
 Adopt large parts of the European Food Authority’s (EFSA) 
guidelines on the risk assessment of genetically engineered 
plants as an official part of EU regulations. 
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4.-Proposals to improve implementation 
Proposal on the freedom for Member 
States to decide on the cultivation of 
GMO’s 
 -   Intended to facilitate the decision  
      making process 
- Reduce recourse to the safeguard 
clauses 
- Free movement clauses maintain 
unafected 
- Legal protection of environment 
not revised by Member States 
- WTO Law? 
- Type of measure & circumstances 
Proposal on transformation of EFSA 
giudelines in to a Regulation                             
 
-Regulation vs Guidelines 
-Immediately enforceable 
-Precautionary Principle 
-EFSA's standards for environmental 
risk assessment not sufficient 
-WTO concerns 
-Concerns about flexibility 
10th Annual Colloquium of the IUCN Academy of Environmental Law – Baltimore  
2012 – Claudia Colmenarez, PhD Candidate, Faculty of Law, Ghent University 
17 
10th Annual Colloquium of the IUCN Academy of Environmental Law – Baltimore  2012 – 
Claudia Colmenarez, PhD Candidate, Faculty of Law, Ghent University 
5.- CONLUSIONS 
 
 
 The EU is aware or the urgent need of the effective 
implementation of its regulatory framework on biotechnology since 
2008 
 
 The two proposals are discussed between the EU Institutions with 
the aim of creating a legal system  that combines a European 
Union authorization based on science, with possibility for Member 
States to decide whether or not they wish to cultivate GM crops on 
their territory 
 
 The outcome of the new proposal should represent  a balance 
between the regional measures, circumstances, and risk 
assessment in compliance with EU’s International obligations 
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THANK YOU 
 
claudia.colmenarezortiz@ugent.be 
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